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Dear Coordinator:
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On behalf of the Regulatee and pursuant to Unit I B.1.b. and Unit I C of the
6/28/91CAP Agreement, E.I. Du Pont de Nemours and Co. hereby submits (in triplicate) the
attached studies. Submission of this information is voluntary and is occasioned by unilateral
changes in EPA's standard as to what EPA now considers as reportable information.
Regulatee's submission of information is made solely in response to the new EPA §8(e)
reporting standards and is not an admission: (1) of TSCA violation or liability; (2) that
Regulatee's activities with the study compounds reasonably support a conclusion of substantial
health or environmental risk or (3) that the studies themselves reasonably support a conclusion
of substantial health or environmental risk.

The “Reporting Guide™ creates new TSCA 8(e) repomng criteria which were not
previously announced by EPA in its 1978 Staten . :

43 Fed Reg 11110 (March 16, 1978). The ‘“‘Reporting Gmde states cnterm which expands
upon and conflicts with the 1978 Statement of Interpretation. Absent amendment of the
Statement of Interpretation, the informal issuance of the “Reporting Guide” raises significant
due processes issues and clouds the appropriate reporting standard by which regulated persons
can assure TSCA Section 8(e) compliance.

Legal D-7158

1007 Market Street
Wilmington, DE 19898
(302) 774-6443

Better Things for Better Living




ATTACHMENT 1

Submission of information is made under the 6/28/91 CAP Agreement,
Unit II. This submission is made voluntarily and is occasioned by recent
changes in EPA's TSCA §8(e) reporting standard; such changes made, for
the first time in 1991 and 1992 without prior notice and in violation of
Regulatee's constitutional due process rights. Regulatee’s submission of
information under this changed standard is not a waiver of its due process
rights; an admission of TSCA violation or liability, or an admission that
Regulatee's activities with the study compounds reasonably support a
conclusion of substantial risk to health or to the environment. Regulatee has
historically relied in good faith upon the 1978 Statement of Interpretation and
Enforcement Policy criteria for determining whether study information is
reportable under TSCA §8(e), 43 Fed Reg 11110 (March 16, 1978). EPA

has not, to date, amended this Statement of Interpretation.

After CAP registration, EPA provided the Regulatee the
June 1, 1991 "TSCA Section 8(e) Reporting Guide". This "Guide” has been
further amended by EPA, EPA letter, April 10, 1992. EPA has not indicated
that the "Reporting Guide" or the April 1992 amendment supersedes the

1978 Statement of Interpretation. The "Reporting Guide" and April 1992
amendment substantively lowers the Statement of Interpretation 's TSCA

§8(e) reporting standard?. This is particularly troublesome as the "Reporting
Guide" states criteria, applied retroactively, which expands upon and

conflicts with the Statement of Interpretation.3 Absent amendment of the
Statement of Interpretation, the informal issuance of the "Reporting Guide"

and the April 1992 amendment clouds the appropriate standard by which
regulated persons must assess information for purposes of TSCA §8(e).

2In sharp contrast to the Agency's 1977 and 1978 actions to soliciting public comment on the proposed
and final §8(e) Policy, EPA has unilaterally pronounced §8(e) substantive reporting criteria in the 1991
Section 8(e) Guide without public notice and comment, See 42 Fed Reg 45362 (9/9/77), "Notification of
Substantial Risk under Section 8(e): Proposed Guidance".

3A comparison of the 1978 Statement of Interpretatiop and the 1992 "Reporting Guide” is a appended.




Throughout the CAP, EPA has mischaracterized the 1991 guidance as
reflecting "longstanding”™ EPA policy concerning the standards by which
toxicity information should be reviewed for purposes of §8(e) compliance.
Regulatee recognizes that experience with the 1978 Statement of
Interpretation may cause a review of its criteri. Regulatee supports and has
no objection to the Agency's amending reporting criteria provided that such
amendment is not applied to the regulated community in an unfair way.
However, with the unilateral announcement of the CAP under the auspices of
an OCM enforcement proceeding, EPA has wrought a terrific unfairness
since much of the criteria EPA has espoused in the June 1991 Reporting
Guide and in the Agency's April 2, 1992 amendment is new criteria which

does not.exist in the 1978 Statement of Interpretation and Enforcement
Policy.

The following examples of new criteria contained in the "Reporting

Guide" that is not contained in the Statement of Interpretation follow:

o even though EPA expressly disclaims each "status report” as being preliminary
evaluations that should pot be regarded as final EPA policy or intent?, the "Reporting
Guide" gives the "status reports” great weight as "sound and adequate basis” from
which to determine mandatory reporting obligations. ("Guide" at page 20).

o the "Reporting Guide” contains a matrix that establishes new numerical reporting
"cutoff™ concentrations for acute lethality information ("Guide” at p. 31). Neither
this matrix nor the cutoff values therein are contained in the Statement of
Interpretation. The regulated community was not made aware of these cutoff values
prior to issuance of the "Reporting Guide” in June, 1991.

othe "Reporting Guide" states new specific definitional criteria with which the Agency,
for the first time, defines as 'distinguishable neurotoxicological effects'; such

criteria’guidance not expressed in the 1978 Smgmgnt_gf_lmmﬁms;

othe "Reporting Guide” provides new review/ reporting criteria for irritation and
sensitization studies; such criteria not previously found in the 1978 Statement of
terpretatio; cy.
othe "Reporting Guide™ publicizes certain EPA Q/A criteria issued to the Monsanto
Co. n 1989 which are not in the Statement of Interpretation; have never been
published in the Federal Register or distributed by the EPA to the Regulatee. Such
Q/A establishes new reporting criteria not previously found in the 1978 Statement of

Interpretation/Enforcement Policy .

“The 'status reports’ address the significance, if any, of particular information reported to the Agency,
rather than stating EPA's interpretation of §8(e) reporting criteria. In the infrequent instances in which the
status reports contain discussion of reportability, the analysis is invariably quite limited, without
substantial supporting scientific or legal rationale.

5 See, e. &, 10/2/9] Jetter from Du Pont to EPA regarding the definition of 'serious and prolonged
effects’ as this term may relate to transient anesthetic effects observed at lethal levels; 10/1/91 letter from
the American Petroleum Institute to EPA regarding clarification of the Reporting Guide critenia.




In discharging its responsibilities, an administrative agency must give
the regulated community fair and adequate warning to as
what constitutes noncompliance for which penalties may be assessed.

Among the myriad spplications of the due process clause is the fundamental principle
that statutes and regulations which purport to govern conduct must give an adequate
warning of what they command or forbid.... Even a regulation which governs
purely economic or commercial activities, if its violation can engender penalties,
must be 5o framed as to provide a constitutionally adequate warning to those whose
activities are govemed.

ol M , 585 F.2d 1327, 1335-36 (D.C. Cir. 1978). See

also,M&mmtﬁwmmmm
Protection Agency, 937 F. 2d 649 (D.C. Cir. 1991).

While neither the are rules, This principle has been applied to hold
that agency 'clarification’, such as the Statement of Interpretation, the
"Reporting Guide" nor the April 1992 amendments will not applied
retroactively.

...a federal court will not retroactively apply an unforeseeable interpretation of an
administrative regulation to the detriment of a regulated party on the theory that the
post hoc interpretation asserted by the Agency is generally consistent with the
policies underlying the Agency's regulatory program, when the semantic meaning of
the regulations, as previously drafted and construed by the appropriate agency, does
not support the interpretation which that agency urges upon the court.

Standard Qil Co. v. Federal Energy Administration, 453 F. Supp. 203, 240

(N.D. Ohio 1978), aff'd sub nom. MLQLJLQ._LD:M@_Q_!’
Energy, 596 F.2d 1029 (Em. App. 1978):

The 1978 Statement of Interpretation does not provide adequate notice
of, and indeed conflicts with, the Agency's current position at §8(e) requires
reporting of all 'positive’ toxicological findings without
regard to an assessment of their relevance to human health. In accordance
with the statute, EPA’s 1978 Statement of Interpretation requires the
regulated community to use scientific judgment to evaluate the significance of
toxicological findings and to determining whether they reasonably support a

conclusion of a substantial risk. Part V of the Statement of Interpretation

urges persons to consider "the fact or probability" of an effect's occurrence.
Similarly, the 1978 Statement of Interpretation stresses that an animal study
is reportable only when "it contains reliable evidence ascribing the effect to
the chemical.” 43 Fed Reg. at 11112. Moreover, EPA's Statement of
Interpretation defines the substantiality of risk as a function of both the
seriousness of the effect and the probability of its occurrence. 43 Fed Reg
11110 (1978). Earlier Agency interpretation also emphasized the
"substantial” nature of a §8(e) determination. See 42 Fed Reg 45362, 45363




(1977). [Section 8(e) findings require "extraordinary exposure to a chemical
substance...which critically imperil human health or the environment"].

The recently issued "Reporting Guide" and April 1992 Amendment
guidance requires reporting beyond and inconsistent
with that required by the Statement of Interpretation. Given the statute and
the Statement of Interpretation's explicit focus on substantial human or

environmental risk, whether a substance poses a "substantial risk” of injury
requires the application of scientific judgment to the available data on a case-
by-case basis. -

If an overall weight-of-evidence analysis indicates that this
classification is unwarranted, reporting should be unnecessary under §8(e)
because the available data will not "reasonably support the conclusion® that
the chemical presents a substantial risk of serious adverse consequences to
human health.

Neither the legislative history of §8(e) nor the plain meaning of the
statute support EPA's recent lowering of the reporting threshold that TSCA
§8(e) was intended to be a sweeping information gathering mechanism. In
introducing the new version of the toxic substances legislation,
Representative Eckhart included for the record discussion of the specific
changes from the version of H. R. 10318 reported by the Consumer
Protection and Finance Subcommittee in December 1975. One of these
changes was to modify the standard for reporting under §8(e). The standard
in the House version was changed from "causes or contributes to an
unreasonable risk” to "causes or significantly contributes to a substantial
risk". This particular change was one of several made in TSCA §8 to avoid
placing an undue burden on the regulated community. The final changes to
focus the scope of Section 8(e) were made in the version reported by the
Conference Committee.

The word "substantial” means "considerable in importance, value,
degree, amount or extent”. Therefore, as generally understood, a
"substantial risk” is one which will affect a considerable number of people or
portion of the environment, will cause serious injury and is based on
reasonably sound scientific analysis or data. Support for the interpretation
can be found in a similar provision in the Consumer Product Safety Act.
Section 15 of the CPSA defines a "substantial product hazard” to be:

"a product defect which because of the pattern
of defect, the number of defective products
distributed in commerce, the severity of the
risk, or otherwise, creates a substantial risk
of injury to the public.”




Similarly, EPA has interpreted the word 'substantial' as a quantitative
measurement. Thus, a 'substantial risk’ is a risk that can be quantified, See,
56 Fed Reg 32292, 32297 (7/15/91). Finally, since information pertinent to
the exposure of humans or the environment to chemical substances or
mixtures may be obtained by EPA through Sections 8(a) and 8(d) regardless
of the degree of potential risk, §8(e) has specialized function. Consequently,
information subject to §8(e) reporting should be of a type which would lead a
reasonable man to conclude that some type action was required immediately
to prevent injury to health or the environment.




Attachment
Comparison:

Reporting triggers found in the 1978 "Statement of Interpretation/ Enforcement
Policy",43 Fed Reg 11110 (3/16/78) and the June 1991 Section 8(e) Guide.

TEST TYPE 1978 POLICY New 1991 GUIDE
CRITERIA EXIST? CRITERIA EXIST?

ACUTE LETHALITY
Oral N} Y}
Dermal N} Y}
Inhalation (Vapors) y6 y
aerosol N} Y}
dusts/ particles N} Y}
SKIN IRRITATION N Y8
SKIN SENSITIZATION (ANIMALS) N Y?
EYE IRRITATION N ylo
SUBCHRONIC
(ORAL/'DERMAL/INHALATION) N Yl
REPRODUCTION STUDY N yl2
DEVELOPMENTAL TOX Y13 yl4

643 Fed Reg at 11114, comment 14:
"This policy statements directs the reporitng of specifiec effects when unknown to the
Administrator. Many routine tests are based on a knowledge of toxicity associated with a
chemicall. unknown effects occurring during such a range test may have to be reported if
they are those of concern tot he Agency and if the information meets the criteria set forth in
Parts V and VII."

TGuide at pp.22, 29-31.

8Guide at pp-34-36.

9Guide at pp-34-36.

10Gyide at pp-34-36.

11Gyide at pp-22; 36-37.

12Guide at pPp-22

1343 Fed Reg at 11112
"Birth Defects" listed.

14Guide at pp-22




NEUROTOXICITY
CARCINOGENICITY
MUTAGENICITY

In Vitro
In Vivo

ENVIRONMENTAL
Bioaccumulation
Bioconcentration
Oct/water Part, Coeff.
Acute Fish

Acute Daphnia
Subchronic Fish
Subchronic Daphnia

Chronic Fish

AVIAN

Acute
Reproductive
Reprodcutive

15Guide at pp-23; 33-34.

1643 Fed Reg at 11112
"Cancer" listed
17Gyide at pp-21.

Y16

Y}IS

Y}
Y}20

z Zz z Z

ZZ7Z

1843 Fed Reg at 11112; 11115 at Comment 15

"Mutagenicity " listed/ in vivo vs invitro discussed; discussion of "Ames test".

19Guide at pp-23.

2043 Fed Reg at 11112; 11115 at Comment 16.

yls
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CAS: 90-12-0; 108-82-7

Chem: Alpha-methyl naphthalene; diisobutyl carbinol

Title: Preliminary Toxicity Investigation

Date: 1/11/51

Summary of effects: Alpha-methyl naphthalene-incoordination and
muscle weakness; DIBC- incoordination
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Medical Research Project No, MR-183

Preliminary Toxicity Investigation of
2-Tertiarybutyl Anthraguinone
alpha-Methyl Naphthalene
Ditsobutyl Carbinol
Organic Working Solution

The tests described below were carried out to get a
rough idea of the toxicity characterlstics of 2-tertiarybutyl
anthraquinone and of the two solvents, alpha-methyl naphthalene
end diisobutyl carbinol, in which it is ordinarily dissolved.
An "Organic Working Solution" containing approximately 14% sclids,
568% alpha-methyl naphthalene and 28% diisobutyl carbinol was also _
tested, The solids content of 14% was made up of 3,0% 2-tertiarybutyil
anthraquinone, 8.1% o-tertiarybutyl tetrahydro anthraquinone, and
3,97 by-product and lmpurities from 2-tertiarybutyl anthraquinone,
The Orgenic Working Solutlon was included because 1t represgnta-the
solution with which workers came in contact in the process invoiving

2-tertiarybutyl anthraguinone.

I. 2-Tertiarvbutyl Anthraguinone *

A. Acute Oral Toxicity (rats)
Approximate Lethal Dose »7500 mg/kg

B. Subacute Oral Toxicity (rat)
1. Lach of 6 rats received 400C mg/kg/day. Three
died after 2 treatments, 2 died after 6 treatments,
and 1 survived 10 treatments,
2. Each of six rats received 1500 mg/kg/day.
All survived 10 treatments over a two-week period.

&

C. Skin Absorption Toxicity (rabbit)
Approximate Lethal Dose 7500 mg/Kg

D. Clinical Observations
1. Acute oral tests - Rats receiving doses of
1000 mg/kg or more showed discomfort after treatment,
and weight loss for several days followin treatment.
2. Subacute oral tests - Rats receiving %QQO mg/kg/dey
showed marked weight loss with fatal termination in
5 of 6 rats, Rats receiving 1500 mg/kg/day showed
weight loss during the treatment period but regained
welght af'ter treatment was stopped,
3, Skin absorption tests - No systemic reaction was

noted,

Pathology

Rats dying from repeated doses of 4000 mg/kg
showed ulceration of the stomach, and damage to the
liver and kidney.

Rats receiving 1500 mg/kg/day and sacrificed
14 days after the 10th treatment showed evidence of

mild kidney damage,

m

# Jackson Laboratory Sample - Approximately 90% 2-tertiarybutyl
anthrquinone,




-2-

F, Skin irritation and Sensitization (guinea pig)

A paste consisting of 2 parts 2-tertiarybutyl
anthraquinone and 1 part 95% ethanol failed to
prcduce irritation when applied to the intact
shaved skin of 10 guinea pigs, Further tests
indicated that 2-tertiarybutyl anthraquinone did
not produce allergic gskin sensitization in the

@uinea pigs,.

II Alpha-Methyl Naphthalene #
A, Acute Oral Tcxicity (rat) ,
Approximate Lethal Dose = 7500 mg/Kg

B, Subacute oral Toxicity (rat) -
Fach of six rats received 1500 mg/kg/day, All
survived 10 treatments over a two-week period,

C. Skin Absorption Toxicity (rabbit)
Approximate Lethal Dose = 7500 mg/kg

D, Clinical Observations,
J, Acute oral tests - Rats recelving doses of
3375 mg/kg or more showed marked incoordination and
muscular weakness lasting 24 - 48 hours. The rat
receiving 7500 mg/kg died within 17 hours after
treatment,
2, Subacute oral tests - Rats lost weight, looked
111, and developed bad tempers during treatment,
Regained weight and were in good condition 14 days
after 10th treatment,
3. Skin absorption tests - Local inflammation of
skin occurred at the site of application. The
rabbit receiving 7500 mg/kg refused food and was
almost completely inactive until death 48 houprs
after treatment., Rabbit receiving 3750 mg/Kg was
inactive and refused food for 24 hours after treatment .

E. Pathology
1. Acute oral tests - Rat dying of 7500 mg/kg dose

shoved congestion 2f internal organs, and some
evidence of 'idney damage,

2, Subacut. oral tests - No gress or micropathology
was found in rats sacrificed 14 days after the

10th treatmenrt,

3. Skin absorption tests - No organ pathology was
detected except possible kidney damage.

F. Skin Irritation and Sensitization (guinea pig)
A 50% solution of alpha-methyl naphthalene in
95% ethanol was definitely irritating to intact
shaved skin of 10 guinea pigs, but a 10% solution
in ethanol was not irritating, Further tests
indicated that alpha-methyl naphthalene did not

* Comimerclal grade, Velsicol Corporation
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_produce allergic skin sensitizatlion in the
- guinea pigs, | ' '

I, Busgbuty) Gutnal ¢
| - |, Acatc Oral Tan’zity (rat) ‘
' Approximate Lethal hose = ‘(900 mg/Kr,

B. JSubacute Oral Tomieity (raty)

. )

Each of six rata reccived 1507 mg/kg/duy, Al
survived 10 treatments over a two-wcouk perlod,

C. Skin Abaerption Toxioity (rabbit)
' Appreximate Lothal Dose »10,000 me/kg.

D, Clinical Observations ;
1, Acute oral teatn - Incoordination and weakneso
similar to that obaerved with alpha-n:thyl
naphthalene,
2, Subucute upul tests < Two of 6 rats doct weight
durding treatiuent; 4§ of 6 gatned, A1l nhowed alipght
incoordlinntion during the treatmont period,
3. Skin ebawiption testn - No atpns of systemio
toxiclity vere obaerved, Temporary local Inflammation
cccurted at the nite of application,

E. Pathology By | RN |

1, Acute opal testy - Rat dying of 7500 myg/}y doue
i showed microscoplic dumape to the livor uand kidney,
o : 2, Subpcute oral tests -~ NoO grous or microsncopic

pathology wap detected in unimala sucrificed 9 days

after the l0th trcatmunt, ‘ '

3. Skin abuorption tusts -~ No orgsn pathology

was detectued,

F, Skin Irritation and Scnpitizi ‘ton (guinea piy)

A 508 solution of ditgelutyl eaurbinol in oO5%
‘ethancl produced mild inflammation vi' the intact
skin of 3 of 10 gulnea plge, A 109 wolulion in 99%
alcohol wag non=-irritent, Mirther tests indicated
that aiisobutyl carbinol did not produce aullerglo
skin senaltization in the gutneu piru,

Iv, s Werking S3l tlo?

=,";npr6§Tﬁﬁfc‘ﬁ3%maI*T

B, Jubaoute Ural Toxioity (rats) ‘ :
' _Lach of nix rats reoeived 1000 mg/ku/day, Al
survivcd 10 treatments over a twosweek puriaed,

vae (oral - pate) - 000w ke

- C.  Skin Abuvorptlon Toxicity (rabbit) ‘
Approximate Lethal Dose « 20,000 g/t

* Commcrelal prade, Carblde & Curbon Chemioala Corporation
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B v - g e b

D. Clinioal Observetions ‘
1. Acute oral teato - Rutp recevlving lcthal
dones chowed mariced Inccordination snd muscular
weakneds,  Death ocourred appioximatoly 48 hours
Ve tpentment, o
2, “habhcute ornl teuts - Three of O raty gained
g nmall amount of weipht dur.ng treuatment and
3 or 6 lont a omall amount of walght, All gnined
aatisfactorily after troutment was stopped,
3. Ikin sbsorption teats - Rabbit recelving 20,000
mgr showed complaote loos of appotite and oxtrome
woakneosa, Went into shock and ¢iad 30 hours after
_troatment, HKabbit rocedving 10,000 mg/keg uhowod
almoat cumplote loan of appotite rur.g = 10 dayn,
and wun inactive for sevoral dayvs after Ltrestment ,
E. Pathology ‘ )
1. Acutc oral tente = Congaation of fulernal
oranas, liver and kKidney dama; ¢ waere obhnerved, _
Q. Subnacute oral Lests - Nu groas or mierupathology
wan detected in pate sacrifioed )O days nf'tur the ’
l1oth tronement, S ‘ .
3. Ckinabaorption tusta . Habbit wnich diaed
- shovod mild dumage to slomaoh, liver, adrenal vlandas,
aud kidnoy,

V. 8w ary apd Disgsuneion ‘ "
The gguu‘iu g?‘éﬁt AbOve toutn are summarigea in
Table 1, | | o

It can be noon from thewe eoxporiments that e-tertiary-
butyl anthraquinone han the lowont acute oral tovielty fup the
rat, but aluso that none of' the materinies tested can be sunsidered
very Ltoxie, The Oreante Working Solution shoved a hicher acuto

toxicity than any of itn componenty,

 Rone of the malonrsals tested showed a marked
cumulative toxicity aa Judged br siving 1V doses, each 1/5 or
less of the Approximate Letha)l Yohe, OVer 8 two-weok perioq,
some cumulative toxjodty, however, was evidenced by cunntntent
welpht lons during treatment wit) ﬁwtnrtzurybutyl antheaguinone
and alpha-methyl naphthalehw,

_ Ditsvbutyl oarbinel ﬁnq‘vrgunzo Working Splution
showed evideonee of somewhat lowso oumulative toxioity tn that
welght remained eascntially at a standetyl) during treatment,

Skin. absorptinon mgnloltﬁ;wnﬂ.low ror all toup
watepialn, but greatunst lap alphaemothy)l naphthalens, ‘The only

matorlale which showed no nyntemto ef'fweot from skin applioatiun
Cwepe D tertinrybutyl anthraquinons ({n doses not exovoding

100 me/ke ) and diiaovbuty]l enibinol t
10,000 mgRp), -

In duses not exoesding
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Irritation and agnoitization Loots on guinea pigs
showed that alpha-metlhyl qﬁnﬂtﬁﬁienqﬁand'diisobutyl carbinol
are somewhat {rritating pt 508 conccntration but not at 104 con=
sentration In 9%5% ethapol, while 2-teritarybutyl anthraquincne
war mon-irritatiog, ‘None-of these muterials produced allergioc
akin gensliization, The Organle Working Solution wuo not tested
for skin irritation or sensltization on guinea pigs, but from its
compouition and its effect on rabbit nkin one io Justifled in
concluding thet it would be aimilar in irritancy to alpha-methyl

‘naphlhalcene and dilsobutyl oarbinol,

The over=all reaults of these preliminary tests
suggeat that the hazord of acute poiwvoning from contaot with

¢-tertiarybutyl anthraquinone, alphoe~mothyl nuphthalenog‘diiuubutyl,

carbinol, and Organio Working Solution nhould be low, Skin
irritation may result from ocontact with the last thiee of thoue,
but allerglo ukin sonsitization appears to be improbable,

Subacute oral testn indicate that all of the four

‘materials have some tondency to produce chronie toxie effogts.

This phase of the problem doserves furthur inveantigation i1
tntercol tn the ﬁ-tcrpjurybuhyl anthraquinones process continucs,

" UASKELL LABORATORY OF
INDUSTRIAL TOYICOLUGY
Juhn H, Moulger, M, D,
_ Direotor
' PRI / QRN Ty |

 BYs Jobn A, zapg, Jv.° Ph, D,
Auntietan Director -

1-11-%51
JAZ Jemb
*20




Triage of 8(e) §ubmlssions

Date sent to triage:

NON;CAP

Submission number: __ [ 3[SZA : ‘ TSCA Inventory: @ N D

Study type (circle appropriate):
Group 1 - Dick Clements (1 copy total)
ECO AQUATO

Group 2 - Ernie Falke (1 copy total)

@D

Group 3 - Elizabeth Margosches (1 copy each)
STOX CT0X - EPI RTOX

STOX/ONCO CTOX/ONCO IMMUNO CYTO

Other (FATE, EXPO, MET, etc.):

GTOX

NEUR

Notes:

THIS IS THE ORIGINAL 8(e) SUBMISSION; PLEASE REFILE AFTER TRIAGE DATABASE ENTRY

entire documen&@-‘l 2 pages

Notes:

For Contractor Use Only

Contractor reviewer : ___ J () Date: / [211%
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2-Tertiarybutyl anthraquinone: Acute oral toxicity in rats is of low concern. Single oral doses to rats
at levels up to 7,500 mg/kg were not lethal. At >1,000 mg/kg, rats exhibited discomfort and weight
loss for several days following treatment.

L

2-Tertiarybutyl anthraquinone: Subacute oral toxicity in rats is of low concern based on two studies.
In the first study, six rats received 4,000 mg/kg/day for ten days. All animals exhibited marked
weight loss; 5/6 animals died. Necropsy revealed stomach ulceration and damage to the liver and
kidney in animals that died. In the second study, six rats received 1,500 mg/kg/day for ten days; all
animals survived. Weight loss occurred during treatment, but animals regained weight during the
recovery period. Necropsy revealed mild kidney damage.

L

2-Tertiarybutyl anthraquinone: Acute dermal toxicity in rabbits is of low concern. Single dermal
doses to rabbits at levels up to 7,500 mg/kg were not lethal. There were no clinical signs of toxicity.

L

2-Tertiarybutyl anthraquinone: Dermal irritation and sensitization in guinea pigs are of low concern.
Application of the substance to the intact skin of ten guinea pigs did not cause irritation. The
substance did not elicit an allergic skin reaction in guinea pigs.

L

Alpha-methyl naphthalene: Acute oral toxicity in rats is of low concern. Single oral doses to rats

(1/dose) were lethal at 7,500 mg/kg. At >3,375 mg/kg, rats exhibited incoordination and muscular
weakness. Necropsy revealed congestion of internal organs and kidney damage in the 7,500-mg/kg
rat.

L

Alpha-methyl naphthalene: Subacute oral toxicity in rats is of low concern. Six rats received 1,500
mg/kg/day for ten days; all animals survived. Rats exhibited weight loss, ill appearance, and bad
tempers during treatment, but regained weight during the recovery period. There were no pathological
effects.




L

Alpha-methyl naphthalene: Acute dermal toxicity in rabbits is of low concern. Single dermal doses to
rabbits (1/dose) were lethal at 7,500 mg/kg. At 3,375 and 7,500 mg/kg, rabbits were inactive and
refused food. Local inflammation of the skin occurred at the application site. Necropsy revealed
possible kidney damage.

M

Alpha-methyl naphthalene: Dermal irritation in guinea pigs is of moderate concern, Application of a
50% solution of the substance to the intact skin of ten guinea pigs resulted in irritation. A 10%
solution was not irritating.

L

Alpha-methyl naphthalene: Dermal sensitization in guinea pigs is of low concern. The substance did
not elicit an allergic skin reaction in guinea pigs.

L

Diisobutyl carbinol: Acute oral toxicity in rats is of low concern. Single oral doses to rats (1/dose)
were lethal at 7,500 mg/kg. The 7,500-mg/kg rat exhibited incoordination and muscular weakness.
Necropsy revealed microscopic damage to the liver and kidney in the 7,500-mg/kg rat.

L

Diisobutyl carbinol: Subacute oral toxicity in rats is of low concern. Six rats received 1,500
mg/kg/day for ten days; all animals survived. Weight loss occurred in two rats during treatment, and
all exhibited slight incoordination. There were no pathological effects.

L

Diisobutyl carbinol: Acute dermal toxicity in rabbits is of low concern. Single dermal doses to
rabbits at levels up to 10,000 mg/kg were not lethal. Temporary local inflammation occurred at the
site of application. There were no other clinical signs or pathological effects.

L

Diisobutyl carbinol: Dermal irritation and sensitization in guinea pigs are of low concern. Application
of a 50% solution of the substance to the intact skin of ten guinea pigs resulted in mild irritation in
3/10; a 10% solution did not cause irritation. The substance did not elicit an allergic skin reaction in
guinea pigs.

L

Organic Working Solution: Acute oral toxicity in rats is of low concern. Single oral doses to rats
(1/dose) were lethal at 5,000 mg/kg. At =5,000-mg/kg, rats exhibited incoordination and muscular
weakness. Necropsy revealed congestion of internal organs and liver and kidney damage.

L




Organic Working Solution: Subacute oral toxicity in rats is of low concern. Six rats received 1,000
mg/kg/day for ten days; all animals survived. There were no significant clinical signs or pathological
effects.

L

Organic Working Solution: Acute dermal toxicity in rabbits is of low concern. Single dermal doses
to rabbits were lethal at 20,000 mg/kg. The 20,000-mg/kg rabbit exhibited loss of appetite and
weakness. Loss of appetite and inactivity were seen in the 10,000-mg/kg rabbit. Necropsy revealed
mild stomach, liver, adrenal, and kidney damage.




